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Instructions for use
Transurethral OP catheter

Please note: This medical product may only be obtained and used by trained
nursing and medical personnel.

1. Description

Two and three lumen transurethral OP catheter with balloon catheters made from medical
grade silicone or latex with silicone elastomer coating, with various tips, lengths and balloon
sizes.

N

. Contents and packaging
2-way balloon catheter
3-way balloon catheter
3-way double balloon catheter
Neobladder catheter
Double packaging and instructions for use

3. Intended use
Temporary transurethral urine drainage, tamponade and possibility of bladder irrigation with
3-way balloon catheters.

4. Indication

Therapeutic Indications

- Intra-operative and post-operative urine drainage

- Bladder emptying disorders

- For transurethral bladder catheterization

- For tamponade and/or Lavage following resections in the lower urinary tract

5. Contraindications
The balloon catheter may not be used in the case of known allergies to the respective catheter
material (silicone or latex).

6. Side effects

- Pressure ulceration or inflammation of the urethral mucosa

- Catheter-induced infections (bacteriuria)

- Induction of squamous cell carcinoma of the bladder

- Catheter incrustation and obstruction (through sticky products from the inflamed bladder
mucosa, such as urothelial cells and blood components, which adhere to the outer and
inner catheter wall.)

- Urethral injury

- Hematuria

7. Instructions

When using this product, the general hygiene rules applicable to catheterization must be
complied with.

Insertion technique (men

The size of the balloon catheter is selected on an individual patient basis in accordance with
medical standards.

Conventional medical lubricant is drizzled onto the urethral meatus using a disposable syringe.
The external urethral opening is then widened manually, the cone positioned and the lubricant
instilled by extending the head. To ensure that the lubricant does not leak out, the urethra
should be held compressed for a moment or closed off with a penis clamp.

With the left hand, the penis is then held lateral to the glans penis. The catheter is then
inserted with the sterile sheathing or sterile forceps. Its free end is grasped between the pinkie
and ring finger and secured in this way. On catheters with curved tips, the tip must point
upwards. The catheter is then advanced smoothly past the sphincter with constant checks until
it is inside the bladder and urine is draining out.

The catheter is then advanced a further 5 cm and, using the valve and the Luer attachment on
a syringe, blocked through the second lumen and adjusted in the bladder by pulling it
backwards.

Insertion technique (women)

The size of the balloon catheter for women is also selected in accordance with medical
standards.

The labia majora are disinfected using one swab each from the pubic bone

towards the anus and then spread using the thumb and index finger. The labia minora are
disinfected in the same manner.

Throughout the entire catheterization procedure, one hand spreads the labia while
catheterization is carried out using only the other hand.

Once the lubricant has been instilled, the catheter is introduced into the urethral opening and
slowly advanced until it reaches the bladder and urine drains out.

The catheter is then advanced a further 5 cm and, using the valve and the Luer attachment on
a syringe, blocked through the second lumen and adjusted in the bladder by pulling it
backwards.

Once the catheter has been inserted, it is connected via the funnel to a one-way connection on
a urine bag and firmly pressed.

Removal of the catheter

- The balloon must be completely drained before removal. To do this, place an empty
syringe on the valve and aspirate the fluid until a vacuum forms. The catheter is then
carefully removed.
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8. Possible complications and/or risks
- Lack of proper care when advancing the catheter may damage the bladder wall.
- Dislocation of the catheter

structi for use / pi

- Use only when sterile, if the packaging is undamaged and unopened.

- For single use only! Do not re-use, recycle, or re-sterilize. Re-using, recycling, or re-sterilizing
can impair the structural integrity of the instrument and/or lead to malfunctioning of the
instrument, which can in turn lead to illness, injury, or death of the patient.

- Regular checks should be carried out on the patient and the catheter to look for signs of
infection, correct positioning and incrustations.

- All components must be carefully checked before use. Products that may be damaged must not
be used.

- Do not over-block the balloon! Only block to the maximum volume specified! (Details can be
found on the catheter attachment and/or on the label)

- Check the catheter regularly for drainage effectiveness and position. If necessary, catheter
replacement should be considered.

- Do not treat the products with disinfectant agents, since UROVISION has no available
information regarding possible material changes this may cause.

- To reduce the risk of urinary tract infections, the connection between the catheter and the urine
bag should ideally not be released. Closed drainage systems are recommended.

- To refill the balloon, drain it completely first. Fill the balloon with slight pressure. To reduce the
risk of loss of volume in the balloon, distilled water +10% glycerin should be used.

- Do not treat the product with alcok it it This may damage the
surface.

- A maximum usage period of 30 days must not be exceeded for full silicone catheters and
silicone-elastomer coated catheters.

- In exceptional cases, it may be impossible to unblock the balloon. If this is the case, various
measures can be used to drain the balloon (e.g. cutting the valve, overblocking the balloon until
it bursts, pricking with a suprapubic incision, etc.). The user must decide on the most
appropriate measure based on the individual situation. Following one of these measures, the
balloon must be checked for completeness

- Do not clamp the catheter; use a sealing plug if necessary.

- Make sure the patient does not have an allergy to latex before using catheters that contain

latex.

10. Interaction with other drugs
The catheter could potentially discolor due to the concomitant administration of medication or even
as a result of contact with urine.

11. Transport and storage conditions

The products may be transported and stored only in the packaging intended for this. There are no
further specific requirements for transport.

Products must be stored dry and protected from direct sunlight, in the temperature range of
5 - 30 degrees Celsius.

12. Disposal

After use, this product may pose a biological hazard. Handling and disposal must be carried out in
accordance with recognized medical procedures and be completed pursuant to applicable legal
regulations and guidelines.
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